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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 1-18, 21, 24-34 and 36-38 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Claim 1 has been amended with limitations drawn to the presence of a 
unique identification code for the instrument. Although the examiner appreciates that there is 
support for the code itself (in particular paragraph 041), the wording of the new claim language 
would appear to be stating something that the original disclosure does not support. In particular, 
claim 1 now states that the instrument includes "a unique identification code to provide positive 
identification of all test results obtained using the instrument" (emphasis added). This claim 
language appears to be stating that the identification code itself is providing some function that 
paragraph 041 does not appear to support. Paragraph 041 states that a unique identification code 
is present and doesn't appear to imply that the code does anything other than uniquely identify 
the instrument. Moreover, the examiner is confused as to what the "positive identification of all 
test results" even means. The examiner understands the concept of uniquely identifying the 
instrument itself (e.g. a serial number), but how is a test result positively identified? Does this 
mean the identification code is stored with each data file? Furthermore, how is this term 
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supported by the original disclosure? Paragraph 041 only discusses a positive identification of 
the instrument itself and that instrument itself then provided the test result (see p. 1 1, lines 18 
and 19). That would not appear to constitute a "positive identification of all test results" because 
there is no set forth nexus in the original disclosure between uniquely identifying the instrument 
and uniquely identifying the test results. Clarification is requested. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claims 1-18, 21, 24-34 and 36-38 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In addition to the fact that the examiner is unclear whether 
this new claim language is supported by the original disclosure, the examiner was also unclear 
what "positive identification of all test results" was even referring to (see discussion above). 
This confusion renders the claims indefinite as well. 



Claim Rejections - 35 USC §103 

5. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

6. Claims 1-12, 17, 18, 21, 24, 26-28, 30 and 36-38 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Lauks (USP 5,096,669) in view of Patko et al (USP 6,153,085) and 
Smith (USP 5,108,889). Smith is being cited for the first time with this office action. Its use 
here was necessitated by the amendment to the claims. 
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7. Lauks disclosed all the limitations of the set forth system (see rejection of 9-1 1-2003), 
but did not explicitly set forth an indicia unique for each test cell, nor did Lauks set forth a reader 
for the indicia. Patko teaches in an alternate electrochemical sensor that a barcode can be 
utilized for storing information about the electrochemical device and that each barcode should be 
unique for that electrochemical sensor (col. 10, lines 48-56). The barcode of Patko allows more 
information to be transmitted to the instrument than can be transmitted by the notches of Lauks 
including calibration and quality control information and whether the sensor has been previously 
inserted into the instrument (col 10, lines 48-56). It would have been obvious to one of ordinary 
skill in the art at the time the invention was being made to utilize the teaching of Patko for the 
system of Lauks in order to transmit more information about the test cell to the instrument 
including whether the strip has been previously inserted into the sensor. This is particular 
relevant to the teaching of Lauks, which is drawn to a sensor that is meant to be utilized once and 
discarded (see the title and the last sentence of the abstract). Preventing the reuse of the test strip 
would potentially prevent a false analysis of a patient's blood. 

8. Applicant has amended claim 1 to set forth the presence of a unique identification code 
for the electronic instrument. However, this claimed identification code would read on the well 
established practice of having a serial number associated with an instrument. Smith teaches the 
presence of such a serial number for its instrument. See col. 52, line 66 through col. 53, line 8 
and col. 56, lines 57-65. Having a serial number be associated with the instruments allows the 
instrument to be uniquely identified for inventory, tracking and customization purposes. It 
would have been obvious to one of ordinary skill in the art at the time the invention was being 
made to utilize the teaching of Smith for the system of Lauks and Patko in order to better track 
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and inventory the instrument. With respect to the claim language "to provide positive 
identification of all test results obtained using the instrument", it is imclear to the examiner what 
this claim language it particularly trying to specify (see 112 rejections above). However, 
regardless of what this language is attempting to recite, it would appear to constitute the intended 
use of the unique identification code and the intended use need not be given further due 
consideration in determining patentability of an apparatus. 

9. Alternatively, even if the examiner presumes this new claim language is referring to 
storing the identification code with each data file (as postulated by the examiner above) and this 
limitation is construed as being explicitly providing this function, storing the instruments 
identification code with each data file would have been obvious. In particular, Lauks teaches 
that the instrument should have the capability of outputting the data such that it can be stored 
and/or further processed. See col. 10, lines 35-44. Smith teaches that each instrument can have 
customized characteristics including units of operation and look-up tables. See col. 52, Une 66 
through col. 53, line 8 and col 56, lines 57-65. If each instrument is customized, then it would 
have been obvious to have information about the instrument that prepared the data stored with 
the data files such that when the data is either further processed or reexamined at a latter time, 
the operator analyzing the data would be able to determine both when and where the data was 
taken as well as appropriately account for any customization. 

10. With respect to the various dependent claims, see the rejection of 9-1 1-2003. 

11. Claims 13-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lauks, 
Patko and Smith in further view of Tomita (USP 4,797,188). 
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12. Lauks, Patko and Smith teach all the limitations of the claims, but do not expUcitly 
provide the detailed structure for the test cell. Tomita teaches in an ahemate cell for monitoring 
the constituents in aqueous samples that a typical test cell for measuring concentrations of things 
such as potassium includes an electrolyte (i.e. an internal solution) 19 coated over one of the 
electrodes (fig. 1). Internal solutions are a well established means for ensuring appropriate 
electrochemical contact between the metal electrode and the sample and it would have been 
obvious to one of ordinary skill in the art at the time the invention was being made to utihze the 
teaching of Tomita for the system of Lauks, Patko and Smith in order to ensure appropriate 
electrochemical contact between the metal electrode and the sample. Tomita also teaches the use 
of a gelled form of the internal solution as well as an ion selective membrane 20 which has been 
impregnated with an appropriate chemical species over that gelled solution (col. 4, line 62 
through col. 5, line 38). 

13. Claims 25 and 29 (and claims 27 and 28 in the alternative) are rejected under 35 U.S.C. 
103(a) as being unpatentable over Lauks, Patko and Smith in further view of Jakubowicz et al 
(USP 4,798,705). 

14. Lauks, Patko and Smith set forth all the limitations of the claims, but did not expUcitly set 
forth the use of either a liquid crystal display or a thermal printer. Jakubowicz discloses that 
both those forms displays and printers are well known in the analytical art (col. 3, lines 3-6). 
With respect to claims 27 and 28 in the alternative), Jakubowicz also shows that the printer and 
keyboard of a system can be integrated into the instrument (fig. 1). It would have been obvious 
to one of ordinary skill in the art at the time the invention was being made to utilize the teaching 
of Jakubowicz for the system of Lauks, Patko and Smith because the substitution of one known 
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means for display or printer for another known means requires only routine skill in the art. 
Furthermore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was being made to utilize the teaching of Jakubowicz for the system of Lauks, Patko 
and Smith because integrating the keyboard and printer into the single device simplifies the 
system making it easier to handle. 

15. Claims 31-34 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lauks, 
Patko and Smith in further view of Betts et al (USP 5,405,510). 

16. Lauks, Patko and Smith set forth all the limitations of the claims, but did not explicitly 
identify the use of the RS 232 interface or the use of an internal power source. Betts discloses 
that both that particular interface as well as the use of batteries is well known in the art (col. 14, 
lines 6-9 and col. 19, lines 15-18). It would have been obvious to one of ordinary skill in the art 
at the time the invention was being made to utilize the teaching of Betts for the system of Lauks , 
Patko and Smith because the use of standard interfaces and power sources requires only routine 
skill in the art. With respect to the batteries being rechargeable, rechargeable batteries are an 
obvious and conventional form of battery and it would have been obvious to one of ordinary skill 
in the art at the time the invention was being made to utilize them because they would save the 
system operator money over the long term. 

Response to Arguments 

17. Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 
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Conclusion 

1 8. Applicant*s amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time poHcy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kaj K Olsen whose telephone number is (571) 272-1344. The 
examiner can normally be reached on Monday through Thursday from 5:30 A.M. to 3:00 P.M. 
and on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nam X Nguyen, can be reached on 571-272-1342. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published appUcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
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applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



AU 1753 
February 7, 2005 
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